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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Application of: 

Sebastian SUERBAUM et al. 

Serfal No.: 09/015,078 

Filed: January 29, 1998 

For; CLONING AND CHARACTERIZATION 
, OF THE FIba GENE OF K PYLORI 

PRODUCTION OF AFFLAGELLATE 
STRAINS 

Commissioner for Patents and Trademarks 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

DECLARATION UNDER 37 C F R ^ i nno 

1. Agnes Labigne, do hereby declare and say: 

, 1 I am one of the joint inventors of the subject matter disclosed In U.S. 
patent application Serial No. 09/015,078. 

2. Attached hereto as Exhibit A are claims 66-87. 

3. On information and belief, claims 66-87 of Exhibit A are pending in U.S. 
patent application Serial No. 09/015,078. 

■ 4. I have examined claims 66-87 of Exhibit A and I believe that I am a joint 
inventor of the subject matter of these claims. 

5. 1 am coauthor of an Abstract identified as Suerbaum et al., "Cloning, 
Sequencing, and Mutagenesis of the H. pylori fIbA Gene - a Homolog of the 
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IcrD/flbF/invA Family of Genes Associated with IVIotility and Virulence," a copy of which 
Is attached hereto as Exhibit B. 

6. I am also coauthor of an Abstract identified as Suerbaum et al.. "Cloning, 
Expression, and IVIutagenesis of the H. pylori fIbA Gene - a Homolog of the IcrD/flbF 
Family of Genes Associated with Motility and VInjIence," a copy of which Is attached 
hereto as Exhibit C. 

7. Collectively, these abstracts will hereinafter be referred to as the 
"Suerbaum Abstracts." 

; 8. I am a joint Inventor on the Suerbaum Abstracts. 

9. On information and belief, the Suerbaum Abstracts have been cited 
against claims 66-78 in the U.S, patent application Serial No. 09/015,078 because A. 
Schmitz and C. Josenhans are named as coauthors of the Suerbaum Abstracts, but are 
not named as coinventors in U.S. patent application Serial No. 09/015,078, and based 
on these circumstances, the U.S. Patent Examiner asserted that the subject matter 
disclosed in U.S. patent application Serial No. 09/015.078. and the subject matter 
claimed in claims 66-87 in Exhibit A, were not invented by the inventors named In the 
application. 

; 9. The experimental work described in the Suerbaum Abstracts was 
conducted by Sebastian Suerbaum, or Agnes Labigne. or performed under our direction 
or supervision. 

10. A. Schmitz and C. Josenhans worked under our supervision. Under our 
instructions, A. Schmitz rendered technical analysis in sequence analysis and C. 
Josenhans rendered technical assistance with immunobiot experiments. A. Schmitz 
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and C. Josenhans were rewarded for their work by being included as coauthors of the 
Sue'rbaum Abstracts. 

,11. A. Schmitz and C. Josenhans did not make an inventi\/e contribution to the 
experimental work described In the Suerbaum Abstracts, or an inventive contribution to 
the subject matter disclosed in U.S. patent application Serial No. 09/01 5.078, or an 
inventive contribution to the subject matter of claims 66-87 of Exhibit A, and A. Schmitz 
and C. Josenhans are not joint inventors of this subject matter. 

1 2. The undersigned declares further that all statements made herein of her 
own knowledge are tme and that all statements made on infomiation and belief are 
believed to be true and further that the statements were made with the knowledge that 
willful false statements and the like so made are punishable by fine or imprisonment, or 
both, under Section 1001 of Title 18 of the United States Code, and that such willful 
false statements may jeopardize the validity of the application or any patents issuing 
theirefrom. 



Signed at '^o.r.^i. . France 
Daited: September \ G . 2003 



Agnes Labiana-— - 
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, U.S. Patent Application No. 09/015,078 
Filed: January 1, 1998 

Title: CLONING AND CHARACTERIZATION OF THE fiba GENE 

OF H. PYLORI PRODUCTION OF AFLAGELLATE STRAINS 
Based on FR 9508068 filed July 4, 1 9^5 
Inventors: Sebastian SUERBAUM et al. 
Your Reference: Dl No. 95-22 
Our Reference: 02356.Qn7.vni 

66. An H. pylori bacterial strain, or an extract of an H. pylori bacterial strain, 
wherein the H. pylori bacterial strain has an aflageliate phenotype resulting from a 
mutation in the fIbA gene of the H. pylori bacterial strain. 

67. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 66, wherein the fIbA gene is able to hybridize, under conditions of 
stringency, with a probe corresponding to a nucleotide fragment from H. pylori, which 
has been amplified using two oligonucleotides having the following sequences: 

0LF1bA-1: ATGCCICGAGQICGAAAAGCAAGATG(SEQIDN0:1), 
0LF1bA-2: GAAAICTTCATACIGGCAGCICCAGTC (SEQ ID N0:2). 

68. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 66. wherein the fIbA gene comprises SEQ ID NO: 6. 

69. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 66, wherein the H. pylori bacterial strain does not express the hook 
protein (or anchoring protein) of the flagellum of H. pylori 

70. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 66, wherein the H. pylori bacterial strain also lacks the flagellum 
sheath. 



71 . The H. pylori bacterial strain, or extract of an H. pylori bacterial stfain, 
according to claim 70. wherein the H. py/on bacterial strain does not express the hook 
protein (or anchoring protein) of the flagellum of H. pylori 

72. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 66, wherein the H. py/on bacterial strain is obtained from strain N6 
having deposit Accession No. NCIMB 40512. 

73. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 66, wherein the H. py/o/y" bacterial strain is strain N6flbA- having 
deposit Accession No. NCIMB 40747. 

74. The extract of an H. pylori bacterial strain according to claim 66. wherein 
the bacterial extract is a total bacterial extract. 

75. The extract of an H. pylori bacterial strain according to claim 66. wherein 
the bacterial extract is a n-octyl glucoside Extract. 

76. The extract of an H. pylori bacterial strain according to claim 66. wherein 
the bacterial extract is obtained after extracting with PBS or glycine. 

77. An H. pylori bacterial strain, or an extract of an H. pylori bacterial strain, 
wherein the H. pylori bacterial strain has an aflagellate phenotype resulting from a 
mutation in the fIbA gene of the H. py/on bacterial strain, and wherein the H. pylori 
bacterial strain does not express the FlaA and FlaB proteins. 

78. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 77, wherein the flbA gene is able to hybridize, under conditions of 
stringency, with a probe corresponding to a nucleotide fragment from H. pylori, which 
has been amplified using two oligonucleotides having the following sequences: 

0LF1bA-1: ATGCCICGAGGICGAAAAGCAAGATG (SEQ ID N0:1), 



, 0LF1bA-2: GMAICTTCATAQIGGCAGCICCAGTC (SEQ ID N0:2). 

79. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 77. wherein the fIbA gene compri|5es SEQ ID NO: 6. 

80. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 77, wherein the H. pylori bacterial strain does not express the hook 
protein (or anchoring protein) of the flagellum of H. pylori 

81 . The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 77, wherein the H. pylori bacterial strain also lacks the flagellum 
sheath. 

82. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 81, wherein the H. py/or/ bacterial strain does not express the hook 
protein (or anchoring protein) of the flagellum of W. pylori 

83. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 77, wherein the H. pylori bacterial strain is obtained from strain N6 
having deposit Accession No. NCIMB 40512. 

84. The H. pylori bacterial strain, or extract of an H. pylori bacterial strain, 
according to claim 77. wherein the H. pylori bacterial strain is strain N6flbA- having 
deposit Accession No. NCIMB 40747. 

85. The extract of an H. pylori bacterial strain according to claim 77. wherein 
the bacterial extract is a total bacterial extract. 

86. The extract of an H. pylori bacterial strain according to claim 77. wherein 
the bacterial extract is a n-octyl glucoside extract. 

87. The extract of an H. pylori bacterial strain according to claim 77, wherein 
the bacterial extract is obtained after extracting with PBS or glycine. 
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